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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 8-14 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEl Claim(s) 8-14 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 04 March 2002 is/are: a)E3 accepted or b)Q objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
Priority under 35 U.S.C. §§ 119 and 120 

12) E3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

aM AH b)Q Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. ^ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 



Attachments) 

1) £<] Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) £3 Information Disclosure Statement(s) (PTO-1449) Paper No(s) 7/2/02 . 6) □ Other: 
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Status of the Claims 
Claims 8-14 have been presented for examination. 



Specification 

The disclosure is objected to because of the following informalities: 
Several sequences throughout the disclosure have not been identified by their 
corresponding SEQ ID NO in the sequence listing. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 101/112 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 8-14 provide for the use of natriubiotic peptides, but, since the claim does not set 
forth any steps involved in the method/process, it is unclear what method/process applicant is 
intending to encompass. A claim is indefinite where it merely recites a use without any active, 
positive steps delimiting how this use is actually practiced. 

Claims 8-14 are rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition of a 
process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 101. See for 
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example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 
255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

For the purposes of examination, the claims have been treated as a method of making an 
antibiotically active preparation comprising natriubiotics as set forth in claim 8 for use in the 
treatment of bacteria. The only step that can be surmised is the combination of the natriubiotics 
and a carrier suitable for either pharmaceuticals (claims 8-12) or food (claims 8 and 13-14) to 
make the preparation. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 8-14 are rejected under 35 U.S.C. 102(b) as being anticipated by Forssmann et al. 
(CA 2,188,143) as the English language equivalent of WO 95/28952. 

Forssmann et al. (CA 2,188,143) disclose making a preparation comprising the same 
natriuretic peptides as instantly claimed in pharmaceutical compositions (see page 2, first three 
paragraphs, for example). The suggested administration methods and amounts are provided at 
page 2, paragraph four). The typical pharmaceutically acceptable solutions, in this case, 
apparently nothing more than water or physiological saline, are quite suitable as food additives. 

"Where the claimed and prior art products are identical or substantially identical in 
structure or composition, or are produced by identical or substantially identical processes, a 
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prima facie case of either anticipation or obviousness has been established." In re Best, 195 
USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound basis for believing that the 
products of the applicant and the prior art are the same, the applicant has the burden of showing 
that they are not." In re Spada, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the prima 
facie case can be rebutted by evidence showing that the prior art products do not necessarily 
possess the characteristics of the claimed product, hi re Best, 195 USPQ 430, 433 (CCPA 1977). 

21 1 1 .02 Weight of Preamble 

"[A] claim preamble has the import that the claim as a whole suggests for it." Bell 
Communications Research, Inc. v. Vitalink Communications Corp., 55 F.3d 615, 
620, 34 USPQ2d 1816, 1820 (Fed. Cir. 1995). "If the claim preamble, when read in 
the context of the entire claim, recites limitations of the claim, or, if the claim preamble is 
necessary to give life, meaning, and vitality' to the claim, then the claim preamble should 
be construed as if in the balance of the claim." Pitney Bowes, Inc. v. Hewlett-Packard 
Co., 182 F.3d 1298, 1305, 51 USPQ2d 1161, 1165-66 (Fed. Cir. 1999). See also 
Kropa v. Robie, 187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951) (A preamble 
reciting "An abrasive article" was deemed essential to point out the invention defined by 
claims to an article comprising abrasive grains and a hardened binder and the process of 
making it. The court stated "it is only by that phrase that it can be known that the subject 
matter defined by the claims is comprised as an abrasive article. Every union of 
substances capable inter alia of use as abrasive grains and a binder is not an abrasive 
article.'" Therefore, the preamble served to further define the structure of the article 
produced.). 

PREAMBLE STATEMENTS LIMITING STRUCTURE 

Any terminology in the preamble that limits the structure of the claimed invention must be 
treated as a claim limitation. See, e.g., Corning Glass Works v. Sumitomo Elec. U.S A 
Inc., 868 F.2d 1251, 1257, 9 USPQ2d 1962, 1966 (Fed. Cir. 1989) (The determination ' 
of whether preamble recitations are structural limitations can be resolved only on review of 
the entirety of the application "to gain an understanding of what the inventors actually 
invented and intended to encompass by the claim."); Pac-Tec Inc. v. Amerace Corp 
903 F.2d 796, 801, 14 USPQ2d 1871, 1876 (Fed. Cir. 1990) (determining that 
preamble language that constitutes a structural limitation is actually part of the claimed 
invention). See also In re Stencel, 828 F.2d 751, 4 USPQ2d 1071 (Fed. Cir. 1987). 
(The claim at issue was directed to a driver for setting a joint of a threaded collar, 
however the body of the claim did not directly include the structure of the collar as part of 
the claimed article. The examiner did not consider the preamble, which did set forth the 
structure of the collar, as limiting the claim. The court found that the collar structure could 
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not be ignored. While the claim was not directly limited to the collar, the collar structure 
recited in the preamble did limit the structure of the driver. "[T]he framework - the 
teachings of the prior art - against which patentability is measured is not all drivers 
broadly, but drivers suitable for use in combination with this collar, for the claims are so 
limited." Id. at 1 073, 828 F.2d at 754.). 

PREAMBLE STATEMENTS RECITING PURPOSE OR INTENDED USE 

The claim preamble must be read in the context of the entire claim. The determination of 
whether preamble recitations are structural limitations or mere statements of purpose or 
use "can be resolved only on review of the entirety of the [record] to gain an understanding 
of what the inventors actually invented and intended to encompass by the claim." Corning 
Glass Works, 868 F.2d at 1257, 9 USPQ2d at 1966. If the body of a claim fully and 
intrinsically sets forth all of the limitations of the claimed invention, and the preamble 
merely states, for example, the purpose or intended use of the invention, rather than any 
distinct definition of any of the claimed invention's limitations, then the preamble is not 
considered a limitation and is of no significance to claim construction. Pitney Bowes, Inc. 
v. Hewlett-Packard Co., 1 82 F.3d 1298, 1 305, 5 1 USPQ2d 1 1 61, 1 1 65 (Fed. Cir. 

1999) . See also Rowe v. Dror, 112 F.3d 473, 478, 42 USPQ2d 1550, 1553 (Fed. Cir. 
1997) ("where a patentee defines a structurally complete invention in the claim body and 
uses the preamble only to state a purpose or intended use for the invention, the preamble 
is not a claim limitation"); Kropa v. Robie, 187 F.2d at 152, 88 USPQ2d at 480-81 
(preamble is not a limitation where claim is directed to a product and the preamble 
merely recites a property inherent in an old product defined by the remainder of the 
claim); STX LLC. v. Brine, 211 F.3d 588, 591, 54 USPQ2d 1347, 1350 (Fed. Cir. 

2000) (holding that the preamble phrase "which provides improved playing and handling 
characteristics" in a claim drawn to a head for a lacrosse stick was not a claim limitation). 
During examination, statements in the preamble reciting the purpose or intended use of 
the claimed invention must be evaluated to determine whether the recited purpose or 
intended use results in a structural difference (or, in the case of process claims, 
manipulative difference) between the claimed invention and the prior art. If so, the 
recitation serves to limit the claim. See, e.g., In re Otto, 312 F.2d 937, 938, 136 USPQ 
458, 459 (CCPA 1963) (The claims were directed to a core member for hair curlers and 

a process of making a core member for hair curlers. Court held that the intended use of 
hair curling was of no significance to the structure and process of making.); In re Sinex, 
309 F.2d 488, 492, 135 USPQ 302, 305 (CCPA 1962) (statement of intended use in 
an apparatus claim did not distinguish over the prior art apparatus). If a prior art structure 
is capable of performing the intended use as recited in the preamble, then it meets the 
claim. See, e.g., In re Schreiber, 128 F.3d 1473, 1477, 44 USPQ2d 1429, 1431 (Fed. 
Cir. 1997) (anticipation rejection affirmed based on Board's factual finding that the 
reference dispenser (a spout disclosed as useful for purposes such as dispensing oil from 
an oil can) would be capable of dispensing popcorn in the manner set forth in appellant's 
claim 1 (a dispensing top for dispensing popcorn in a specified manner)) and cases cited 
therein. See also MPEP § 21 12 - § 21 12.02. 
(Emphasis added by examiner.) 



Application/Control Number: 1 0/069, 1 28 Page 6 

Art Unit: 1651 

In the instant claims, the preamble has been considered to determine if the intended use, 
antibacterial activity, materially changes the claim steps. The claims recite a method intended for 
treating bacteria in disease and food. However, how one uses the composition does not 
materially change the actual physical steps of making the composition. 



No claims are allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon P Weber, Ph.D. whose telephone number is 703-308-4015. 
The examiner can normally be reached on daily, off 1st Fri, 9/5/4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 703-308-4743. The fax phone number for 
the organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 

My new Office room number will be Rem-03 A45 and my new Office nhone number will 
be 571-272-0925 after 15 January 2004. 




Jon P Weber, Ph.D. 
Primary Examiner 
Art Unit 1651 



JPW 

31 December 2003 



